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HCT/P Case Presentations: Adverse Reactions  
and Product Deviations
E. Richard Jordan, BBA, CEBT, CTBS

 

Introduction:  
Reporting adverse reactions and biologic product deviations on occasion can be confusing to those who may, fortunate-
ly, not have to do such reporting frequently.  The following case studies are presented to assist in the review of situations 
where such reporting may be required by the Food and Drug Administration to fulfill one or more of its regulations.  These 
requirements can be found in 21 CFR part 1271.350
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Notification of cornea surgeons is an organizational decision in this 
case. Notification decision should be based on Medical Director 
opinion and other organizational considerations such as relative 
risk to recipients, perceived risk to organizational reputation and 
public trust, etc.
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Donor eligibility determination failed to identify the history of 
Alzheimer’s . The donor was not free from risk factors for, and clin-
ical evidence of, infection due to relevant communicable disease 
agents and diseases.
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Although there is no indication of IV drug use, since we don’t 
know how the heroine was administered, this would be reportable 
under the donor eligibility code, DE0201.  It would be considered 
an unexpected event (subsequent information determined donor 
was ineligible). 
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Donor eligibility determination was improperly performed and 
failed to determine that the donor was free from risk factors for, 
and clinical evidence of, infection due to relevant communicable 
disease agents and diseases. In this case, although there was a 
deviation, there were no risk factors for relevant communicable 
disease agents.
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Consignee notification is required because there were risk factors 
for relevant communicable disease agents.
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This scenario is more complex than it may initially appear as the 
slightest variation(s) in the facts of similar scenarios could render 
completely different reporting requirements. Work closely with 
FDA staff in determining appropriate reporting. However, be 
aware that decisions are ultimately the responsibility of the HCT/P 
establishment.

Conclusion:
These eight cases studies indicate a range of potential 
actions which may be required as scenarios vary.   In all 
cases it is the reportable deviation which may result in 
harm to the recipient or the actual occurrence of an adverse 
reaction that are of most concern to the FDA and of course 
to the eye bank and the eye banks medical director who 
should be involved in the review of all such incidences.
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